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DETAILED ACTION 
Priority 

1 . Receipt is acl^nowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), wliicli 
papers have been placed of record in tine file. 



Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1 , 2, 5, 24, 26-31 , 37, 38, 48, and 60 are rejected under 35 U.S.C. 1 02(b) 
as being anticipated by US 6,283,934 to Borgesen. 

In the specification and figures, Borgesen discloses the method as claimed by 

applicant. 

With regard to claims 1 and 37, Borgesen discloses the apparatus substantially 
as claimed by applicant. In particular, Borgesen discloses a system for shunting excess 
cerebrospinal fluid from a brain ventricle to a patient's sinus system, particularly, the 
saggital sinus (see column 1, lines 10-17, column 2, lines 58-65). The shunt system 
comprises: 

a. a shunt body 12 allowing fluid communication between a ventricle 14 and 
saggital sinus 15, wherein the shunt body comprises or flow restricting 
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component 3 capable of maintaining a constant resistance to fluid flow (see FIGS 
6, 8, column 4, lines 20-23, column 6, column 7, line 65 to column 8, line 25), 

b. brain ventricle catheter 1 3 capable of being connected to the shunt body 
and draining CSF from the ventricle to the shunt body (see at least FIG 8) 

c. a sinus catheter (seen generally at reference numeral 7 in FIG 2, 
unlabeled in FIG 8) connected to the shunt body (see FIG 8), wherein the sinus 
catheter is capable of draining to the sinus system the fluids from the ventricle, 
and passed through the flow restrictor. 

The apparatus, including shunt body, ventricular, and sinus catheter, are 
disclosed as being made of a biocompatible material (see, generally, column 6). 
Applicant claims that the biocompatible material comprises an inert surface preventing 
biological material from maintaining longer lasting contact with the inert surface. 
However, applicant fails to define such what comprises such an inert surface in the 
specification, defining only the composition of the hemocompatible material with 
charged species thereupon. Since Applicant discloses that the apparatus may be made 
of various inert biocompatible materials (see applicant's 2007/0112291, paragraph 
0091), it is the position of the Examiner that Borgensen's disclosure of the same 
materials meets the limitations of the claim. 

With regard to claims 2, 5, 24, Borgesen discloses that the flow restricting 
structure and the tubes provide a resistance to flow of about 8 to 12 mm Hg/mL/min, 
which includes values just less than 8 (see column 6, lines 42-45). It is the position of 
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the Examiner tliat the flow restricting component is capable of providing the flow 
resistance claimed by applicant. 

With regard to claim 26, Borgesen discloses that the flow restricting passage 
comprises a tubular structure (see column 6, line 42). 

With regard to claims 27-30, Borgesen discloses that the Internal radius of 
the flow-restricting passage may be 0.15mm and the length 22.1mm (which may be 
divided into two parts), which is within the range claimed by applicant (see column 6, 
lines 42-50). 

With regard to claim 31 , Borgesen discloses that the apparatus may comprise a 
check valve 8 (see column 8, line 18). 

With regard to claim 38, Borgesen discloses that the shunt body comprises a 
body and antechamber 2 made of the claimed materials (see column 6, lines 27-42). 
The apparatus comprises a tapering tip 7, T to which a catheter can be secured, 
wherein the antechamber 2 is connected to the tubular flow restricting element 3 so that 
the chamber forms an inlet to the restricting component, wherein the check valve 
(represented as ball 4) is arranged between the antechamber and the flow restricting 
element, wherein the apparatus comprises the drain and catheters claimed by applicant 
(see FIGS 6-8 and accompanying text). 

With regard to claim 48, Borgesen discloses a method for implanting the claimed 
shunt wherein the shunt is placed subcutaneously on the top of the calvarium, inserting 
the catheters, connecting the catheters, and allowing fluidic communication between the 
catheters (see column 6, lines 12-23, column 8, line 59 to column 10 line 5). 
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With regard to claim 60, Borgesen further discloses the steps of inserting the 
ventricular catheter into the patient, inserting the sinus catheter into the patient, 
connecting the catheters to the shunt body, and removing toxic substances, such as 
excess CSF, from the ventricle to the sinus (see column 8, lines 27-47). 

4. In addition to the rejection presented above, claims 1,10, and 34-47, are rejected 
under 35 U.S.C. 102(b) as being anticipated by US 2002/0045847 to Borgesen. 

With regard to claims 1 and 37, Borgesen discloses a system for shunting excess 
cerebrospinal fluid from a brain ventricle to a patient's sinus system, which may 
comprise the transverse sinus (see paragraphs 0002, 0003, 0058). The shunt system 
comprises: 

a. a shunt body 10 allowing fluid communication between a ventricle 21 and 

ventricular sinus, wherein the shunt body comprises a flow restricting component 
16 capable of maintaining a constant resistance to flow (see FIG 8, paragraph 
0052), 

b. brain ventricle catheter 1 5 capable of being connected to the shunt body 
and draining CSF from the ventricle to the shunt body (see at least paragraph 
0053) 

c. a sinus catheter 18 (se at least paragraph 0055) connected to the shunt 
body, wherein the sinus catheter is capable of draining to the sinus system the 
fluids from the ventricle, and passed through the flow restrictor. 
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The apparatus, including shunt body, ventricular, and sinus catheter, are 
disclosed as being made of a biocompatible material (see, generally, paragraph 0052). 
Applicant claims that the biocompatible material comprises an inert surface preventing 
biological material from maintaining longer lasting contact with the inert surface. 
However, applicant fails to define such what comprises such an inert surface in the 
specification, defining only the composition of the hemocompatible material with 
charged species thereupon. Since Applicant discloses that the apparatus may be made 
of various inert biocompatible materials (see applicant's 2007/0112291, paragraph 
0091 ), it is the position of the Examiner that Borgensen's disclosure of the same 
materials meets the limitations of the claim. 

With regard to claims 2, 5, 20, and 24, Borgesen discloses that the flow 
restricting structure and the tubes provide a resistance to flow of less than 8 mm 
Hg/mL/min, preferably 4-6 mm Hg/mL/min (see paragraph 0031). 

With regard to claim 26, Borgesen discloses that the flow restricting passage 
comprises a tubular structure (see paragraph 0026). 

With regard to claims 27-30, Borgesen discloses that the internal radius of the 
flow-restricting passage may be less than 0.20mm and the length 22.1mm (which may 
be divided into two parts), which is within the range claimed by applicant (see 
paragraphs 0033, 0035, 0036). 

With regard to claims 31-36, Borgesen discloses that the apparatus may 
comprise a mitral silicone check valve wherein the check valve provides no fluid 
resistance to the CSF, rendering fluid flow resistance independent of the check valve 



Application/Control Number: 10/580,650 Page 7 

Art Unit: 3761 

with tlie cliecl< valve operating independently of the fluid pressure threshold (see 
paragraph 0040). 

With regard to claim 38, Borgesen discloses that the shunt body comprises a 
body and antechamber 1 1 with opposite flat walls 12 made of the claimed materials 
(see paragraph 0052). The top walls of the chamber end in tip 14, to which a ventricular 
catheter 15 may be attached. The distal end of chamber 1 1 has an inlet to tubular flow 
restriction 16 with a check valve 17 placed therebetween. Fluidic connection to the 
sinus system is provided by drain 18 and fluidic connection to the brain ventricle is 
provided by ventricle catheter 15 (see paragraph 0052). 

With regard to claim 48, Borgesen discloses a method for implanting the claimed 
shunt wherein the shunt is placed subcutaneously on the top of the calvarium, inserting 
the catheters, connecting the catheters, and allowing fluidic communication between the 
catheters (see paragraph 0031 ). 

With regard to claim 60, Borgesen further discloses the steps of inserting the 
ventricular catheter into the patient, inserting the sinus catheter into the patient, 
connecting the catheters to the shunt body, and removing toxic substances, such as 
excess CSF, from the ventricle to the sinus (see paragraph 0032). 
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Conclusion 

2. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

a. US 5,980,480 Rubinstein et al 

1. Method of treating Alzheimer's with CSF shunting 

b. US 2002/0026138 Cowan et al 

ii. CSF shunt coated to prevent adhesion 

c. US 6,234,991 Gorsuch 

ill. Indwelling catheter coated with polyethylene glycol to reduce 
adhesions 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LESLIE R. DEAK whose telephone number is (571 )272- 
4943. The examiner can normally be reached on Monday - Friday, 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zaiukaeva can be reached on 571-272-1 115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leslie R. Deak/ 
Primary Examiner 
Art Unit 3761 
1 May 2008 



